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August 12, 2004

Sharon M. Davis

Consumer Safety Officer
Inspection and Compliance Branch
FDA/DCRH/OCER/DMQRP

1350 Piccard Drive (HFZ — 240)
Rockville, MD 20850

Subject: Frederick Imaging Center - MAP ID# 15568/FDA ID# 231860,
Dear Sharon:
Enclosed are the following requested documents:

1. Entry Application for a “new” facility (7/22/04) — ACR staff noted that t1e facility was at
the same address as a previously accredited facility with the same unit m . technologist.
ACR advised the facility that they would need to reinstate under the old 1 4, P ID#.

2. Reinstatement Application with corrective action for failed test.

3. Although we have no documentation showing that Dr. Korangy purchis. d this facility
from another owner, I've enclosed documentation showing Dr. Koran;:y s the current
owner (see Survey Agreement in 1) and closure documentation from the >r vious owner.

Please let me know if you have any further questions.

Sincerely,

N X P~

Priscilla F. Butler, M.S., FAAPM, FACR
Senior Director, Breast Imaging Accreditation Programs \

Enclosure

ce: Pamela Platt
Marion Boston
Diane Zawacki
Vickie Jemigan
Charles A. Finder, M.D.
Michael P. Divine

A MERICAN COLLEGE OF RADIOLOGY
1891 Praston White Drive. Reston, Virginia 201914397  (703) 648-8900 -
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American College of Radiology ammography scckeffitation Program
1591 Preston White Drive, Roston, VA 20901-4297 Cnty gication ~ Page 1

1, Facility name: fmofwm,zhngm uronbﬁwndﬁmm MM?:MWM
e

RN
N AaB TWawmzs Moinson Drive. ~
fohyeicel bucation of fackty) Sovte. oo -
ShyfTows; CredecicK swtoProvince;__ (D w_2VINR,
Maling aricirass (If farent fom above): ’
Street ackiress: —
CityfTowr: StaProvinee: o>
Telaphone (sppointmens: D)) A6~ 1M O Ex. e (0 ) ] o~ 1HOR
Facllly owner Bm)&_gccansﬂ___ml_ Npdge:_ 2 R ~_ 1. D D O
Facility president or CEO: 43!‘0 m['k W ‘H’m‘t ﬂ\f_. —
J 1 Firnt A Ongres
Contact pervon: u \ler MCnp_ R - fT (RY
Firnt i Dagee 7
Contact talephone: L__&'_‘)\_L__@_QL- (410 Be E-mall address: —
2 Mammography accraditing body (AB) previausly weed: [T, s tociy b mever applied for bcfore, |
O xR MAP 1D No. MASA 10 No. MQSA Explraficr De
[ stwsrs Stata (0 No. MQSA G No, MCSA Expiratien De: |
3. Doss your radiology group have other mammography facilies accracited by e ACR? chiockone [} fNo X 2 Yes, apacty e ©
Faclifty Name MAP 1D No. _Faclily Neme_ - WAP 0N _
{ e i haice. ! Bt ] -

4, s this facliiy sccredliad by the ACR for other Imaging mattulites? Mhackome TNo [J%Yes

[ ]8rerectsciic Breast Blopey SBBAP ID No. [ IMsgnetic Resonance Imaging MRAF 1D N,

[Cleemputed Tome 12y y - CTAP D Na,
[CJaresstUtrasoumd BUAPIDNo. . [[INuciesr Madicina NMAP D Ne. [(JRediography/Fiu mon v RFAP 1D No.
[Junrasound UAP D No.

3. Supevising radiclogist fead interprting physicien); M.Le...ﬁcw —_

6. Haettw supervising mdiologist previounly been an interpreting physicien ot an acoradited faclilly? dJd i wg.a-ca.

X Y‘%Wmmvﬂmbmm“ﬁ-m_%ﬂmmgng&&d\iﬁu L2¥0le -0

DORTE-Q!
[ No, applied bt accrdimtion hae not yet bean granted a MAP (O Ko, No, frat appiicsl on- ¢ thie physicen,

Do thia facllly wccepk seffrfored piors? [ 'No  FPJ 2 e

Indicate the number of mammograms parformad in the grior 12 monthe: Totalé____ ()

#Scroaning - # Dingnentie #Underonnied I apar ot han 12 mor 5, ronits cpun “S4S .
norer W apply, ron muyl ereet all the eacpsiimmen s :»rurmm! in TDA's Gaatiny Uldmm aoraphy Standiards; Finst Ruls ﬂ wenl inte offest

B o

See Inairutlicon Shesl for questions 9. 183

Q. DounnhlmMmpthanmmamApmnd reqyuirements”? O'ee [ G2 ves
- 12. Does sach radinlogic lechnologint meat the FDA persanne rquirenonts? L 112 Yee
11. Does each medical phywicist meet the FDA paraarmel requirements? ALY [ 32 Yeo

12 Do you freva 8 OC peogram (squipment) end QA program {medical eulcomes el thot complios with the FOAruies? [ ] ' No [Q2vee

TN forsimont £s capyriphs Prosectol By the Amerioen c-lqrqnw.mmnw-; v mwoamm-mnwmmd TEX 0 WHIR povelsinn of Ve

frtiet AR sy Apn PRgABNTRY APPLICATION doc “ Revvised: 5704

— nv)
¥
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~ American Collage of Radiclogy Mammography Acdrdiitation Program
1831 Preston White Drive, Reston, VA 20121-4397 Entry Apflication - Page 2

Fucliity name; ) y -
How many mismmography unite one there ot tils location? enfer & numbar i Muie coples of page 2 4 * arkiiionsl memysography unfs.

‘ha mampmearonhy vnits) ot tis sits _ “

Msmufacturer “{‘m ceda foble bolong: J E _C-__ ¥ manufsctier code v not svallable, specify manufacturer — f‘j 7 /2
o . <2
Model uame:b_mu_zgm__ Unit Serial Number (check with senoe sngineer #upsum): _ L ©O Q) 1 2 . fen Manulactured:

Typa of recording system(s) uved with this unk: m Soroan-fim ['_'] Fullfeld digilal mammagraphy unit D Campeisd mdiograshy [CR) ime 1iny 72 D Xerox
Does thia tmit mest equipment requiramunts descrihed In FOA's Quaallty Mammiogtaphy Standards; Final Rules (sffective 4280957 |J Mo [g2ven

Unit Foom #: |

Dot that the unit's most recant medical physiciet eurvey or a now unit'a Equisment Evaluation was completed: (e feme must pazs) C :[_ i aé_ § SR X
ms day your

NEW UNITS ONLY: Submi the results of your medical phyniclat’s Equipmwnt Evaiustion @hat was parfarmed 4o sarlier then 8 v ont & before the dete on this
nplicetion) befora weing thin new unit to examine patients, AT deticiont lisrs must be comracied. To mummarizs the resulty, your mwdli 21§ walclet must compivie the
MQSA Requiremarts far Mammegraphy Equipmunt eiwcktist and the Medinal Physiche's Memmography GC Tast Stmmary form provige [in his puckags.

—

Daes (hia umit move fram the primary site to other sites {mokile)? EKltne  [T] 2 Yoo *catiw ACRtorapea 0 o acrardtation Ineructione
In this & new upit thet hew ot undargons kzcraditation ot this localion? ! No %2 Yer 717’92
. Hu thin new unit moved hers rom s sieter slite? >4 E™ [ ? ves;wiaP o4 -

Did this new unit raplace an cidw one? (f yes, plasae complots balow and sign) [ % Ye

Manufectarer Madel: Sorial R — Year:

MAP Unfe¥: Dats Ramayed Prom Service:

Stgnatize: '  Pint Nogns: —

Mammeagraphy Unit anutecsiier Codos l —
BOR- Bannelt GEMG -~ Genem! Sectic NRU- _ Inewumentariom PICO - Picker TRE ¢~ Trex Msdical
CGRM- CGRThompacy - | GEND- Gandex.Del LRAD- Lomd PLAN- Puanmet OT - Oher (%4 spacily)
DELM- De!MedSystams | GENX- Genern!X:Ray MOTI. Mot SEQ. Swmens
HGFC - Fischer IMSC- WS PHMS. Phllps SORX - Borete _
Aftor complebing the fom, coneuit fhe enciozed mmitiance warkshest, colcdats your fev, and complels the following. Paymmnt must eccompany the &t vile. fon.

The appicationteeies V¥ 2. & [T Chesk enciosed payabia i ACR (nclude MAP () # ort check) or (5 Cherga orsditcard

coive, T8 409950202 5-34 000w 43 [2S [ Vist [ Mes vc 4[] American Exprens
Name of Carghoider, A&\LE’ A . kﬂ Ba/LY Slgnatue: M’JQ

Mol yous compieted spplication to: For credficanf enpicalions, FAX to: —
MAMDGRAPHY ACCREDTATION PROGRAM NS> LR
AMERICAN COLLEGE OF RADIDLOGY or (Poc} 5480176 :

1851 PRESTON WHITE DRNE |
RESTON, VA 201914357 {Da not mail gnd fux he same sppication)

Thit doctaint &t copgysight praincact By the Awaricon Callegs of Redlologi Avy oncmpt te vemosiacy, oupy, wlier o7 SORPWIT Shwarr: a7 20 Shis S0P Whr 1 1 /%) ont ritten povpiission sf the
mw:}um-m

U mrvahiavmoMeAMAY Biay App FRgENTRY APPLICATION foe Revind; 77104
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This Mammography Accreditation Survey Agreemenmt must be signed By the jacility’s superv siv ¢ radiologist (fead
interpreting plysictan) and the Facility PresidemtACEO or olher legally constituted representative o)'th  facility, Signatures
may be original or faxed. Stamps, electronic, or pholocopied signapures are unaccepteble. I) : Food and Drug
Administration requires accreditation of facilitles providing mammography services prior 1o fill certi i tion.

]

American College of Radiology
Mammography Accreditation Program
1891 Preston White Drive
Reston, VA 20191

MAMMOGRAPHY ACCREDITATION SURVEY AGREEM ENT

The undersigned hereby request a survey of the quality of mammography service being perf m ed 2t the location
listed below. The purpose of this request ig to apply for matnmography accreditation at the li< te« location.

Facility Name and Address: M%_Le.m _
_ Ha® TWHamns “dohpsen Deiel

Dote. 10O _
_Yeedericks Macylend 2303
The American Collepe of Radiology will render an objective review in regard to the findi'g and in regard to
whether or not the mammography equipment should be accredited by the American College ¢ €1 adiclogy.

As a condition of receiving the requested survey the Supervising Radiologist (Lead Inte rp eting Physician)
and Facility Representative agree to:

1. Submit with the survcy application the nou-refundable fee for an accreditation survey . w aich js based
upon the number of individual marmmography units to be reviswed.

2. Obtzin the designated mammographic detail phantom mecting the criterla specified b;* 8 ¢ ACR
Committee an Mammography Accreditation and, if appropriate, remit the fee for the ;b stom directly to
the manufactarer.

3. Providg, in 2 timcly manmer, 21l materials, including clinical images, phantom images, di simeter and QC
data or any other information necessary to evaluate the mammography services for ac e ltation
purposes.

4. Receive the written final report and any peer revicw information by the supervising w di: logist (lead
interpreting physician),

5. Ensure that quality assurance and all other accreditation criteria are met and contime o' ¢ complied with
during the accreditation period.

6. Pcrform review of mammography practice on-site by the off-site supervisiog radiolog st lead interpreting
physician) at least quarterly, consistent with the “Off-Sita Radiologist” patagraph intl ¢ ocument
entitled Mammogrephy Accreditation Program Overview.

7. Submit requested personnel, equipment and QC data to the ACR during the ennual up fa; «

§. Upon timely notioe, and if requested by the ACR, submit to a pre-acereditation and/or pc it-accreditation
on-site vigit conducted by a survey team designated by the ACR. In connection with t! & 1 n-gjte survey,
provide all documeniation, including but not Limited to QC logs, images, records, or aly iecessary
information requested by the survey team and cooperate with the survey team,

9. Provide immediate written notice of a change in the supervising tadiologist (lead inter nx ing physician)
or the mammography unit to the ACR.

TWs oy s copyrinia pr b'mmwndmégz-wumwim%mnmm»mummrm YOL 1 rxpregs wrritten permisedon

Page | of2
WlesarctManmBMaAMAR Extty Amp MSURVEY AGRBEMENT dee Revised: /11103
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10. Provide mumediate written notice to the ACR upon the initiation of any action to cha ige FDA-approved
accrediting bodies.

11. g;ovidegcmlx,mdinﬁe written notice to the ACR upon the termination of mammography sc vices pravided

the facility.
12, Remove from public display all ACR Accreditation Certificates, Cextification Marks w: Decals provided
. to the facility a5 a result of this survey agreament upon terminstion of mammography se vicas provided -

by the facility or upon request by the ACR.,

13. Ensure patient notification and sccess to medical records if the facility ceases operatiim: as the result of
bankruptcy, dissolution, insolvency or other actions affecting the facility’s ability to 1un tion.

14. The ACR retains the right to issuc a written report upon written request to any of the g 1atories of this
agreement, but only so long as the requestor is serving in the official capacity as outli ¢ . in this
agrecment.

The undersigned, in an individual and agency capacity, hereby release and forever discha ge the American
College of Radiology, its directors, officers, members, agents, volunteers, and employees 1 o) | and against any
and al] claims, suits, damages, losses, axpenscs (including attomeys' fees), and liabilities by 1 ep on of, arising out
of, or related to participation in the aforesaid survey of the practice of mammography at the li ste 1 location and the
making of any report, statement, or recommendation, or failure to meake a report, statement o1 re ‘'ommendation, or
the loss, demage or destmction of any image, record or other items.reccived from the facility + ith respect to the
aforesaid practicc of mammography, including but not limited to any such claims or other mnatters based on
alleged or actual negligence, antitrust, misconduct, defamation, personal injuxy or econom ic loss, catastrophic
event (flood, fire, wind or other event), failure to attain accreditation or any actions that may e gken by others as

a result of the survey when such eotions performed by or on bebalf of the ACR are done in g« oc faith and without
malice in conneetion, with conducting, this sarvey.

The undersigned also agrees that the ACR iz & health care entity as deﬁned by the lie: th Care Quality
Improvement Act of 1986 (HCQIA), end thus is afforded all the protactions due such entitic§ 1 ader HCQIA and
all documentation collected 2s part of the accreditation process be considercd peer rev:en ', privileged and.
confidential communications.

The 2bove obligations arc agreed to and wnderstood. Failure to abide by any of these conditic 15 could result in

denjal, suspemsion or revocation of accreditation. These obligations will survive the gx nt or demial of
accreditation by the American College of Radiology.

Exeatedon_ 2 [ 22 f 24y ; ééW‘ -
/" Date ’ Signatufs of Supervising Radié®ogist/Lead Inte py: sting Physician

Print Name of Supervising Radiologist/Lead Inl x; <ting Physician

Bxceutedon_ 7 J2 2 / 2 ¢ 149, A > .
Date ! " Signature of Faet ident/C B(
AMILE B. k& RANE Y

Print Name of Fecility President/ ’E )
For ACR Offiee Use Only: @ -
/
Executed on July 5. 2004 ik M“ : il
Date Arsistmt Executive Director
Thtx dncxoment s compmight protectad by the: Ameericen Cdm#bﬂdmdqnﬁmhwu::}m UM‘&M ne cAaRY v Jgw gl Wl i 0w ke CIPCE wrt prrmisian
Pagelof2

Wimerverddammolimt=AMAE Bowy Aps PpSUR.VEY AORBEMENT doc Bevlaardi 211
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' 46 B Thamas Johnson Drive ’ ‘ \

)

d { ' Y N
' X Lower Leve] Lobby Entrance >
Pt Frederick, MD 21702 U b
PET ’

Center 301/846-0708 « fax

Mammography Accreditation Program
American College of Radiology
1891 Preston White Drive
Reston, VA 20191-4397
May 10, 2004

Regarding: Closing of facility ID number 231860
To Whom It May Concern:

This letter is 1o inform you that Frederick Radiology & PET Center, LLC has c¢ 1sed
operations. (Facility ID 231860, MAP ID 15568-01). The Siemens Mammo: na : 3000
NOVA 2003 is currently on site, but has been internally disconnected by the
manufacturer. Frederick Radiology & PET Center vacated 46B Thomas Johr sc 1 Dr.,
Lower Level, Frederick, MD 21702 by April 30, 2004.

We are in the process of contacting all patients by letter to inform them of detai’ ;
regarding how to obtain their medical records. Please be assured, we are mal in ; every
effort to contact each patient, and to do whatever is necessary to place the ma ni 10grams
in the hands of the patients.

Please feel free to contact me if there are any questions or further instructions a: to our
obligations. I can be reached at my home office, 301.855.3768 or cell, 301.9:0 3393,

Sincerely,

JM g

Laura A. Reidy
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FACILITY CLOSURE MEMORANDOM ‘ 3 y
. ‘ ‘ PRIVILEGED and CORFIDENTIAL » | ZER REVIEW
Lol
DATE: _Slefod

o Vi pia BB4-391.0Y

TO: Dr. Luther Wslls - MAP:1BSES  (521) . Ci .
Frederiei Rutiology nd PET Center .l (\ 5\@/
i\

448 B Thomaa Johnaon Drive .
1\ 5/

Prederick, MD 21702 9

FROM: Priseilis F, Butler, MS
Senior Dircitar, Breaxt Imaging Accreditaton Programs

SUBJECT:  Mummography Faeflity Cloaze — Verifieation Request

mw%?mpngmeﬁmﬁﬁymWMMlﬂ i that yayr
omger e performing marmographby. If your facility hus permanessly csa ed periormming
Wﬂﬁm check the appropriste bo, sign helow and return this letter to the AL | within 10
business doys. Tha lotter muw be signod by olther ths foollhy's supervising -us ologlst or
presitept/CEQ, Please fax fhe lover 10 Ms. Pamely Platr af (703) 648-3176 or wond it 0 be address
belerw, You mmst also remeve the light bine ACR Manmnography Acsroditation cerificate 3) rom public
display at your Sy, Also note thet the FDA requires that You azange for the trensfer o en & [anenr’s
memmogzephy fle and reports as dascribed in thelr mtacked Guidsnce on Roeard Kowpin 2.

If your fucitity &s cwrreatly performing memmography (or Las temporarily ceased warm g phy and 18
imending 15 reautie withm_ths et funare), pleass eali Ms, Platt ot (800) 2276440, x-4 95 25 soom as
povstily (bur within 10 business days) to natify us of your faallity’s intertrions. [f we do no heey fom
you, this memo Will serve &5 writen canfitmation thar your facility has withdrawn for the ACR
Mammogrephy Accreditation Program end we will notify the FDA of your closure,

Fieally, please note thet as loog as your facility is MQSA-ouﬁfacel, it is gubjeot x F IA/MQSA

ingpection,

M This fariliy hus persanendy censed porfanming mspvmography effectve: #A’g /.ZMQ/

’44!3[; <. H’W:f o D Supervising Radiclogie @mﬂn: Hdent’CEQ)
PP nume {circle ohg)— —
Sy Lo
e ” dﬂfﬂ.ﬂlgﬂ;d

~

moved 1 siswer siee Dhuhumyﬂﬁnmm Ostaffing prodlems Q
ol ar
Lmyportant: Plause provide the neme and phore rusabee of & persen izl your patienss iy ontact far
mmzdnummmmgﬁdrof’i;i‘ndgw end reports.
oy » S, M
wie BT Soan-es. e eccunly (301) 8091907 _
print rame ~ phone monber

!;umty ascredited in aud alsn permanently coasing: JIStarcomric Sream Biopev TlBreast Ul asound

o prertaxntier Dieind BuBpaYACILITE CLOS AT DGING oo Rerind WL

TOTAL P.81



